INVESTIGATIONAL PRODUCT (IP) STORAGE TEMPERATURE EXCURSION REPORT

	Protocol Ref.:


	Investigational Product (IP):


	Principal Investigator:


	Investigator Site: 




COMPLETION INSTRUCTIONS

1. The purpose of the IP Storage Temperature Excursion Report is to document any temperature excursions noted during IP shipment or IP storage.

2. The IP Storage Temperature Excursion Report may be completed manually or electronically.

3. In the event of any temperature excursions, 

(i) Please notify the Principal Investigator and sponsor (optional for Investigator Initiated Trials) immediately by completing the IP Storage Temperature Excursion Report. 

(ii) Please submit supporting documentation for the temperature excursion (e.g., relevant IP storage temperature logs).

(iii) If the clinical trial is a blinded clinical trial where the IP is managed by unblinded investigator site staff, please restrict the circulation to only the unblinded investigator site staff to safeguard the trial blind.

(iv) Please quarantine the affected IPs until further notice is received on the action(s) to be taken.

(v) Please file the completed IP Storage Temperature Excursion Report together with the relevant IP Storage Temperature Log(s) and emails in your Investigator Site File or Pharmacy Binder.




	SECTION A: REPORTER DETAILS


	Name
	


	Telephone No.
	


	Email
	


	[bookmark: _Hlk207269801]SECTION B: DETAILS OF TEMPERATURE EXCURSION DURING IP SHIPMENT

	|_| NA

	[bookmark: _Hlk207271294]IP Shipment Ref.
	


	Recommended IP storage temperature (oC)

	

	Brand and serial No. of temperature monitoring device
	


	IP Kit Nos. affected by temperature excursion (if applicable) 
	




	Date of temperature excursion [DD MMM YYYY]
	


	Duration of temperature excursion
	


	Range of temperature excursion (oC) 
	


	Comments
	




	SECTION C: DETAILS OF TEMPERATURE EXCURSION DURING IP STORAGE 

	|_| NA

	IP storage location
	


	Recommended IP storage temperature (oC)

	

	Brand and serial No. of temperature monitoring device
	


	IP Kit Nos. affected by temperature excursion (if applicable) 
	




	Date of temperature excursion [DD MMM YYYY]
	


	Duration of temperature excursion
	


	Range of temperature excursion (oC)
	


	Probable causes of temperature excursion
	|_| Prolonged opening of refrigerator
|_| Temperature monitoring device moved
|_| Power outage 
|_| Routine maintenance of refrigerator
|_| Others (pls specify):________


	Comments: 
	





	SECTION D: IMMEDIATE ACTION(S) TAKEN


	Quarantined affected IPs
	|_| Yes
	|_| No
	|_| NA

	Notified Interactive Response Technology
	|_| Yes
	|_| No
	|_| NA

	Others (pls specify)
	



	SECTION E: SPONSOR’S DECISION (In the case of Investigator Initiated Trials / IITs, this section may be completed by the Principal Investigator)


	
|_| The quality of the IP has not been compromised. The IP may continue to be used in the clinical trial.  Please lift the quarantine for the IP.

|_| The quality of the IP has been compromised. Please return the IP for destruction.


	Name
	



	Signature
	



	Date [DD MMM YYYY]
	






Version Date: <DD MMM YYYY>		Page ___ of ___
